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&4 
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Basis of the report 
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Non-establishment of opinion with regard to novelty, inventive step and industrial 






applicability 
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industrial applicability; citations and explanations supporting such statement 
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Box No. I Basis of the report 



1 . With regard to the language, this report is based on: 

P<] the international application in the language in which it was filed. 

□ a translation of the international application into English , which is the language of a translation furnished for the 
purposes of: 

[ 1 international search (under Rules 12.3 and 23.1(b)) 
| | publication of the international application (under Rule 12.4(a)) 
[~| international preliminary examination (under Rules 55.2(a) and/or 55.3(a)) 

2 With regard to the elements of the international application, this report is based on (replacement sheets which have been furnished 
to the re ceiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed and are not 
annexed to this report): 

5<] the international application as originally filed/furnished 



X] the description. 

pages 1-34 as originally filed/furnished 

pages* NONE received by this Authority on , 

pages* NONE received by this Authority on . 



the claims: 

pages 35-43 as originally filed/furnished 

pag es* NONE as amended (together with any statement) under Article 19 

pages* NONE received by this Authority on _ 

pages* NONE received by this Authority on : 1_ 

the drawings: 

pages 1/8-8/8 . as originally filed/furnished 

pages* NONE received by this Authority on _ _ 

pages* NONE received by this Authority on . 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

3, [H| The amendments have resulted in the cancellation of: 

| | the description, pages — _ — 

| | the claims, Nos.. 

| | the drawings, sheets/figs . 



| | the sequence listing (specify): 
| | any table(s) related to the sequence listing (specify): 



4 PI This report has been established as if (some of) the amendments annexed to this report and listed below had not been made, 
LJ since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 



I | the description, pages . 
| | the claims, Nos._ 



| | the drawings, sheets/figs _ 

| 1 the sequence listing (specify): _ 

| | any table(s) related to the sequence listing (specify^: 



If item 4 applies, some or all of those sheets may be ma rked "superseded 1 
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Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 

[ | the entire international application 

claims Nos. 4-21 and 24-71 



because: 



□ the said international application, or the said claim Nos. relate to the following subject matter which does 

not require an international preliminary examination (specify): 



^ the description, claims or drawings (indicate particular elements below) or said claims Nos. 4-21 and 24-71 are so 
unclear that no meaningful opinion could be formed (specify): 

Please See Continuation Sheet 



□ the claims, or said claims Nos. are so ^adequately supported by the description that no meaningful 

opinion could be formed (specify): 



| | n o international search report has been established for said claims Nos. 



□ a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the 
prescribed time limit: 

n furnish a sequence listing on paper complying with the standard provided for in Annex C of the 
LJ Snistrative Instructions, and such listing was not available to the International Prehmmary 

Examining Authority in a form and manner acceptable to it. 
n furnish a sequence listing in electronic form complying with the standard provided for in Annex C of the 
LJ Administrative Instructions, and such listing was not available to the International Prehmmary 

Examining Authority in a form and manner acceptable to it. 
□ pay the required late furnishing fee for the furnishing of a sequence listing in response to an invitation 

under Rules 13fe/\l(a) or (b) and \ 3ter.2. 
□ a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant did 
noT within the prescribed time limit, furnish such tables in electronic form complying with he techn.ca 
Jjui^nts provided for in Annex C-bis of the Administrative Instructions, and such tables were not 
Sable to the International Preliminary Examining Authority in a form and manner acceptable to it. 

ri the tables related to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not 
comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions. 

| | See Supplemental Box for further details 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 

Novelty (N) 



Claims 22. 23 



Claims 1-2 



Inventive Step (IS) 



Industrial Applicability (1A) 



Claims 22. 23 



Claims 1-3 



JYES 
_NO 

JYES 
NO 



Claims 1-3.22.23 



Claims NONE 



_YES 
NO 



2. Citations and Explanations (Rule 70.7) 

Claims 1-2 lack novelty under PCT Article 33(2) as being anticipated by Saiga et ai. (U.S. Patent No. 6,090,783) 
Saiga et al. discloses a gene expression vector comprising a) a promoter, which can be the HIV 5'-LTR, wherein the activity of the 
promoter is dependent on HIV Tat (see col. 4, lines 4-5; coi. 8, lines 57-65; and col. 24, tine 63 to col. 25, line 17), b) at least one sp ice 
donor site and at least one splice acceptor site (see figure 9 and col. 24, line 63 to col. 25 line 17) c) an expressible non- wild type H V 
sequence (e g a therapeutic gene) located between the splice donor and splice acceptor (see col. 4, lines 6-9 and coi. 8, line 66 to col. 9, 
line 17), and d) an RRE from HIV (see col. 9, lines 18-28), wherein the elements are operably linked (see figure 9). 

Claims 1-3 lack an inventive step under PCT Article 33(3) as being obvious over Corbeau et al. (U.S. Patent No. 6,323,019) in view of 

Hone et ai (U.S. Patent No. 6,136,597). , tx , 

Figure 8B of Corbeau et al. discloses a gene expression vector (pDM128) comprising a) an SV40 promoter b) at least one splice donor 

site and at least one splice acceptor site, c) an expressible non-wild type sequence (i.e., CAT gene) located between the splice donor and 

splice acceptor, and d) an RRE from HIV, wherein the elements are operably linked (see figure 8B). Figure 8B also discloses the 3 - 

LTR. 

Figure 8B of Corbeau et al. does not disclose a 5' HIV LTR. However, Corbeau et al. teaches that many promoters are useful, including 
known inducible and constitutive promoters. One preferred promoter comprises the 5* HIV LTR (see col. 4, lines 13-21) Other 
promoters that can be used include pol III promoters, poi II promoters, or the natural promoters found in an HIV LTR (see col. 6, lines 
52-60^ In addition Hope et al. states that when cloning in mammalian cell systems, promoters derived from the genome ot 
mammalian cells or 'from mammalian vimses (e.g., the retrovirus long terminal repeat; the a de ™ vi ^^^ 

7.5K promoter) may be used (col. 1 3, lines 8-13). Thus, it would have been obvious to replace the SV40 promoter in figure 8B with the 
HIV 5 '-LTR. 

Claims 22 and 23 meet the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly suggest the sequences 
disclosed in SEQ ID Nos: 1-3. 

Claims 1-3, 22 and 23 have industrial applicability as defined by PCT Article 33(4). 
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Supplemental Box Relating to Sequence Listing 



Continuation of Box No. I, item 2: 

I. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this report was established on the basis of: 

a. type of material 

pKI a sequence listing 

| 1 table(s) related to the sequence listing 

b. format of material 

y*\ on paper 

5\ in electronic form 



c. time of filing/furnishing 

^ contained in the international application as filed 

[X] filed together with the international application in electronic form 

| | furnished subsequently to this Authority for the purposes of search and/or examination 

| | received by this Authority as an amendment* on _ 



2 153 In addition in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been 
' filed or furnished the required statements that the information in the subsequent or additional copies is identical to that in 

the application as filed or does not go beyond the application as filed, as appropriate, were furnished. 

3. Additional comments: 



* If item 4 in Box No. I applies, the listing and/or table(s) related thereto, which form part of the basis of the report, may be marked 
"superseded. " 
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Supplemental Box 



In case the space in any of the preceding boxes is not sufficient. 

Continuation of: 



Section III. Non-establishment of report (description/claims/drawings unclear) • t_ noT* n> i * At ^ 
Claims 4-19, 24-34 and 37-71 are dependent claims and are not drafted in accordance with PC 1 Rule 6.4(a). 

Claims 2 21 35 ad 36 related to parts of the international application that do no comply with the prescribed requirements to such an 
extern that no meaningful international search can be carried out. Specifically, the claims make reference to non-identified accession 



numbers. 
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